Why did the researchers do this particular study?
To find out the types, severity, and duration of neuropsychological side effects that are caused by efavirenz.
Who was studied?
303 HIV-1-infected adults who had participated in a larger randomized trial that had compared multiple antiviral treatments.
How was the study done?
For the original trial, the researchers recruited patients with detectable virus (HIV-1 RNA levels greater 400 copies/mL) who had not received any prior antiretroviral therapy. The researchers gave all patients 2 antiviral drugs (zidovudine and lamivudine). They also randomly assigned patients to receive one of 3 additional therapies (efavirenz alone, abacavir alone, or abacavir and efavirenz together). To ensure that the researchers and the patients would know who received which treatment, they gave dummy pills (placebos) to patients assigned to efavirenz or abacavir. In this substudy, the researchers compared neuropsychological symptoms and test results of patients assigned to receive efavirenz with those of patients assigned to receive abacavir and placebo. The tests measured cognition, thinking ability, sleep experience, anxiety, and depression. They were given to patients 1, 4, 12, and 24 weeks after starting therapy.
What did the researchers find?
Of 200 HIV-infected adults, 12 (6%) stopped taking efavirenz because of neurologic symptoms or mood disorders. None of the 103 adults in the group receiving abacavir and the placebo pill discontinued therapy because of neurologic symptoms or mood disorders. Adults taking efavirenz had more symptoms, including sleep problems and bad dreams in the first week of treatment. Most patients (Ͼ80%) in both groups had anxiety throughout the study. No major differences in anxiety, depression, sleep experience, cognitive performance, or symptoms were seen between groups at 4, 12, and 24 weeks.
What were the limitations of the study?
The study did not examine all types of side effects that might occur with efavirenz. Other commonly reported side effects include a blister-type rash, nausea, vomiting, and diarrhea. The study used only a few measures of neurologic function. These tests may have missed some problems.
What are the implications of the study? Efavirenz causes neuropsychological side effects such as bad dreams. Many of these side effects are temporary and, if caused by efavirenz, might resolve within a few weeks.
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